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If this Form is filed to register additional securities for an offering pursuant to Rule 462(b) under the Securities Act, please check the following
box and list the Securities Act registration statement number of the earlier effective registration statement for the same offering.    ¨

If this Form is a post-effective amendment filed pursuant to Rule 462(c) under the Securities Act, check the following box and list the Securities
Act registration statement number of the earlier effective registration statement for the same offering.    ¨

If this Form is a post-effective amendment filed pursuant to Rule 462(d) under the Securities Act, check the following box and list the Securities
Act registration statement number of the earlier effective registration statement for the same offering.    ¨

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer, or a smaller reporting
company. See the definitions of �large accelerated filer,� �accelerated filer� and �smaller reporting company� in Rule 12b-2 of the Exchange Act.

Large accelerated filer    ¨ Accelerated filer    ¨ Non-accelerated filer    þ Smaller reporting company    ¨
(Do not check if a smaller reporting company)

CALCULATION OF REGISTRATION FEE

Title of Each Class of Securities to be Registered
Amount to be
Registered(1)

Proposed Maximum
Offering Price
Per Unit(2)

Proposed Maximum
Aggregate Offering

Price(2)
Amount of

Registration Fee
Common Stock, $0.0001 par value per share 562,192 $8.175 $4,595,919.60 $327.69

(1) Consists of 562,192 shares of the registrant�s common stock that may be issued upon the exercise of outstanding warrants. Pursuant to
Rule 416 under the Securities Act, the shares being registered hereunder include such indeterminate number of shares of common stock as
may be issuable with respect to the shares being registered hereunder as a result of stock splits, stock dividends or similar transactions.

(2) Estimated solely for the purpose of calculating the amount of the registration fee pursuant to Rule 457 promulgated under the Securities
Act. The offering price per share and the aggregate offering price are based upon the average of the high and low prices of the registrant�s
common stock as reported on The NASDAQ Global Market on December 18, 2009.

The registrant hereby amends this registration statement on such date or dates as may be necessary to delay its effective date until the
registrant shall file a further amendment that specifically states that this registration statement shall thereafter become effective in
accordance with Section 8(a) of the Securities Act of 1933, as amended, or until the registration statement shall become effective on such
date as the Commission, acting pursuant to said Section 8(a), may determine.
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Subject to Completion, Dated December 23, 2009

The information in this prospectus is not complete and may be changed. The selling stockholders may not sell these securities until the
registration statement filed with the Securities and Exchange Commission is effective. This prospectus is not an offer to sell these securities
and is not soliciting an offer to buy these securities in any state where the offer or sale is not permitted.

PROSPECTUS

562,192 Shares

Common Stock

This prospectus relates to the disposition from time to time of up to 562,192 shares of our common stock issuable upon the exercise of
outstanding warrants that are held by the selling stockholders named in this prospectus. We are not selling any common stock under this
prospectus and will not receive any of the proceeds from the sale of shares by the selling stockholders.

The selling stockholders identified in this prospectus, or their permitted transferees or other successors-in-interest, may offer the shares from
time to time through public or private transactions at prevailing market prices, at prices related to prevailing market prices, or at privately
negotiated prices. We provide more information about how the selling stockholders may sell their shares of common stock in the section entitled
�Plan of Distribution� beginning on page 45 of this prospectus. We will not be paying any underwriting discounts or commissions in connection
with any offering of common stock under this prospectus.

Our common stock is listed on The NASDAQ Global Market under the symbol �JAZZ.� On December 22, 2009, the last reported sale price of our
common stock on The NASDAQ Global Market was $8.44.

Investing in our common stock involves a high degree of risk. You should review carefully the risks and uncertainties described under the
heading �Risk Factors� beginning on page 3 of this prospectus, and under similar headings in any amendments or supplements to this
prospectus.

Neither the Securities and Exchange Commission nor any state securities commission has approved or disapproved of these securities or
determined if this prospectus is truthful or complete. Any representation to the contrary is a criminal offense.

The date of this prospectus is                     , 20    .
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ABOUT THIS PROSPECTUS

This prospectus is part of a registration statement on Form S-1 that we filed with the Securities and Exchange Commission, or SEC, using the
�shelf� registration process. Under this process, selling stockholders may from time to time, in one or more offerings, sell the common stock
described in this prospectus.

You should rely only on the information contained in or incorporated by reference into this prospectus (as supplemented and amended). We have
not authorized anyone to provide you with different information. This document may only be used where it is legal to sell these securities. You
should not assume that the information contained in this prospectus is accurate as of any date other than its date regardless of the time of
delivery of the prospectus or any sale of our common stock.

We urge you to read carefully this prospectus (as supplemented and amended), together with the information incorporated herein by reference as
described under the heading �Where You Can Find More Information,� before deciding whether to invest in any of the common stock being
offered.

i

Edgar Filing: JAZZ PHARMACEUTICALS INC - Form S-1

Table of Contents 5



Table of Contents

PROSPECTUS SUMMARY

This summary may not contain all of the information that may be important to you. You should read the entire prospectus (as supplemented and
amended), including the financial data and related notes, risk factors and other information incorporated by reference in this prospectus, before
making an investment decision.

Jazz Pharmaceuticals, Inc.

Overview

We are a specialty pharmaceutical company focused on developing and commercializing innovative products to meet unmet medical needs in
neurology and psychiatry. Our goal is to build a broad portfolio of products through a combination of internal development, acquisition and
in-licensing activities, and to utilize our specialty sales force to promote our products in our target markets. We apply novel formulations and
drug delivery technologies to known drug compounds, and to compounds with the same mechanism of action or similar chemical structure as
marketed products, to improve patient care by, among other things, improving efficacy, reducing adverse side effects or increasing patient
compliance relative to existing therapies. Since our inception in 2003, we have built a commercial operation and assembled a portfolio of
products and product candidates that currently includes two marketed products, one product candidate in late Phase III clinical development and
several product candidates in various stages of clinical development.

Our marketed products and late-stage product candidate are:

� Xyrem (sodium oxybate) oral solution. Xyrem is the only product approved by the U.S. Food and Drug Administration, or FDA, for
the treatment of both excessive daytime sleepiness and cataplexy in patients with narcolepsy. Narcolepsy is a chronic neurologic
disorder caused by the brain�s inability to regulate sleep-wake cycles. We promote Xyrem in the U.S. for its FDA-approved
indications to sleep specialists, neurologists, pulmonologists and psychiatrists through our specialty sales force. We have
significantly increased U.S. sales of Xyrem since acquiring the rights to Xyrem in June 2005. We have licensed the rights to
commercialize Xyrem in 54 countries outside of the U.S. to UCB Pharma Limited, or UCB, and in Canada to Valeant Canada
Limited, or Valeant. UCB currently markets Xyrem in 14 countries.

� Luvox CR (fluvoxamine maleate) Extended-Release Capsules. Once-Daily Luvox CR was approved by the FDA for the treatment of
both obsessive compulsive disorder and social anxiety disorder on February 28, 2008. We began promoting Luvox CR through our
specialty sales force in April 2008. Luvox CR is a once-daily extended-release formulation of fluvoxamine, a selective serotonin
reuptake inhibitor, or SSRI. Luvox CR was developed by Solvay Pharmaceuticals, Inc., or Solvay, in collaboration with Elan Pharma
International Limited, or Elan. We obtained the exclusive rights to market and distribute Luvox CR in the U.S. from Solvay in
January 2007. Solvay retained the rights to market and distribute Luvox CR outside of the U.S.

� JZP-6 (sodium oxybate). We are developing sodium oxybate, the active pharmaceutical ingredient in Xyrem, for the treatment of
fibromyalgia. The program includes two Phase III pivotal clinical trials and a long term safety trial. In November 2008 and June
2009, we announced positive top-line results from our first and second Phase III pivotal clinical trials, respectively. The two
randomized, double-blind, placebo-controlled studies demonstrated that sodium oxybate significantly decreased pain and fatigue and
improved daily function and patient global impression of change, in patients with fibromyalgia. We submitted a new drug
application, or NDA, for JZP-6 in December 2009. If our NDA is approved by the FDA, we expect to market JZP-6 in the U.S. to
specialists who treat fibromyalgia patients, through an expanded specialty sales force and/or in partnerships with third parties. We
have granted UCB the commercialization rights to JZP-6 in 54 countries outside of the U.S.

Our other product candidates in clinical development are JZP-8 (intranasal clonazepam), being developed for the treatment of recurrent acute
repetitive seizures in epilepsy patients who continue to have seizures while on stable anti-epileptic regimens, JZP-4 (elpetrigine), being
developed for the treatment of epilepsy and bipolar disorder, and

1
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JZP-7 (ropinirole gel), being developed for the treatment of restless legs syndrome. We do not anticipate significant additional development
progress on JZP-8, JZP-4 or JZP-7 unless or until we partner a program or otherwise obtain additional funding that we believe is sufficient to
continue a program�s development.

We have incurred significant net losses since our inception in 2003, and we may continue to incur net losses in the future. To grow our business
in the future, we will need to commit substantial resources to costly and time-consuming product development and clinical trials of our product
candidates and significant funds to our commercial operations.

Corporate Information

We were incorporated in California in March 2003, and we reincorporated in Delaware in January 2004. Our principal executive office is
located at 3180 Porter Drive, Palo Alto, California 94304. Our telephone number is (650) 496-3777. Our website address is
www.jazzpharmaceuticals.com. Information contained in, or accessible through, our website does not constitute a part of this prospectus.

Unless the context indicates otherwise, as used in this prospectus, the terms �Jazz Pharmaceuticals,� �we,� �us� and �our� refer to Jazz Pharmaceuticals,
Inc., a Delaware corporation, and its subsidiaries. We use Jazz Pharmaceuticals®, Xyrem®, Luvox®, Luvox CR® and the Jazz Pharmaceuticals
logo as trademarks in the United States and other countries. We have licensed the right to use the registered trademark Luvox® and Luvox CR®

from Solvay Pharmaceuticals, Inc. All other trademarks or trade names referred to in this prospectus are the property of their respective owners.

The Offering

The selling stockholders named in this prospectus may offer and sell up to 562,192 shares of our common stock, which shares of common stock
are issuable upon the exercise of outstanding warrants. These shares will become eligible for sale by the selling stockholders under this
prospectus only as the warrants are exercised. Our common stock is currently listed on The NASDAQ Global Market under the symbol �JAZZ.�
Shares of common stock that may be offered in this offering, when issued and paid for upon exercise in accordance with the terms of the
warrants, will be fully paid and non-assessable. We will not receive any of the proceeds of sales by the selling stockholders of any of the
common stock covered by this prospectus. Throughout this prospectus, when we refer to the shares of our common stock being registered on
behalf of the selling stockholders, we are referring to the shares underlying the warrants issued to the selling stockholders pursuant to a senior
secured note and warrant purchase agreement that we and JPI Commercial, LLC, our wholly-owned subsidiary, entered into with the selling
stockholders and certain other purchasers on March 14, 2008, as amended, or the Senior Note Agreement. In addition, when we refer to the
selling stockholders throughout this prospectus, we are referring to the purchasers of $40.0 million aggregate principal amount of senior secured
notes and the related warrants to purchase 562,192 shares of our common stock under the Senior Note Agreement and, as applicable, any
donees, pledgees, transferees or other successors-in-interest selling shares received after the date of this prospectus from a selling stockholder as
a gift, pledge, or other non-sale related transfer.

2
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RISK FACTORS

Investing in our common stock involves a high degree of risk. You should consider carefully the risk factors described below, and all other
information contained in or incorporated by reference in this prospectus (as supplemented and amended), before deciding whether to buy our
common stock. If any of the following risks actually occur, the market price of our common stock could decline, and you could lose all or part of
your investment. Additional risks not presently known to us or that we currently believe are immaterial may also significantly impair our
business operations and could result in a complete loss of your investment.

Risks Relating to Our Business

We are dependent on sales of Xyrem and Luvox CR to generate the cash necessary to operate our business, and, if we are not able to
maintain or increase revenue from the sales of our products, it would have a material adverse effect on our business, financial condition,
results of operation and growth prospects.

We are dependent on sales of Xyrem and Luvox CR to generate the cash necessary to operate our business and our future plans assume revenue
from sales of our products will remain constant or increase. Sales and prescriptions of Xyrem increased in 2008 and during the first three
quarters of 2009; however, cataplexy and excessive daytime sleepiness associated with narcolepsy are orphan conditions, which means that a
relatively limited number of people suffer from those conditions. We significantly increased the price of Xyrem during the past year, including
an approximately 20% increase in October 2009. While increased pricing does not appear to have negatively affected sales of the product, we
cannot assure you that this or future price increases will not negatively affect sales of Xyrem. In July 2009, our orphan drug exclusivity for
Xyrem for cataplexy in patients with narcolepsy expired and we cannot assure you that a generic equivalent will not be introduced for that
indication in the future. If sales of Luvox CR do not increase as expected, they may not cover the payments due to Solvay under our license
agreement for Luvox CR plus the cost to manufacture, market and sell the product and to fulfill our Phase IV clinical trial commitment to the
U.S. Food and Drug Administration, or FDA. If revenue from sales of Xyrem and Luvox CR do not maintain current levels or increase as
expected, we may be required to further reduce our operating expenses, decrease our efforts in support of Luvox CR or seek to raise additional
funds, all of which could have a material adverse effect on our business, financial condition, results of operation and growth prospects.

Our only product candidate currently in Phase III clinical development is JZP-6 for the treatment of fibromyalgia. Although we believe the
Phase III pivotal clinical trials have shown JZP-6 to be safe and effective for the treatment of fibromyalgia, the FDA may not approve JZP-6
for marketing or may approve it with restrictions on the label, which could have a material adverse effect on our business, financial
condition, results of operations and growth prospects.

We are currently developing JZP-6 for the treatment of fibromyalgia. Our Phase III clinical program for JZP-6 includes two Phase III pivotal
clinical trials. Although we received statistically significant positive results from both of our Phase III pivotal clinical trials and believe our
results show JZP-6 to be safe and effective for the treatment of fibromyalgia, and we submitted a new drug application, or NDA, to the FDA in
December 2009, we do not know if the FDA will agree with our interpretation of the results of these trials or whether the FDA and other
regulatory authorities will approve JZP-6 for the treatment of fibromyalgia. Even if the FDA or other regulatory authorities approve JZP-6 for
the treatment of fibromyalgia, we cannot assure you that the approval will not include additional restrictions on the label that could make JZP-6
less attractive to physicians and patients than other products that may be approved for the treatment of fibromyalgia, which could limit potential
sales of JZP-6. Further, although JZP-6 has the same active pharmaceutical ingredient as Xyrem, which has been approved by the FDA for the
treatment of excessive daytime sleepiness and cataplexy in patients with narcolepsy, this does not assure approval by the FDA, or any other
regulatory authorities, of this active pharmaceutical ingredient for the treatment of fibromyalgia. A failure to obtain FDA or other regulatory
approval of JZP-6 for fibromyalgia patients could have a material adverse effect on our business, financial condition, results of operations and
growth prospects.

Lyrica (pregabalin), marketed by Pfizer, Cymbalta (duloxetine), marketed by Eli Lilly, and Savella (milnacipran), marketed by Forest
Laboratories, were approved by the FDA in June 2007, June 2008, and January 2009, respectively, for the treatment of fibromyalgia. With
treatments for fibromyalgia already approved, the FDA may be less willing to approve JZP-6 for the treatment of fibromyalgia.

3
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Even if the FDA approves JZP-6 for the treatment of fibromyalgia, the FDA will likely require us to have a Risk Evaluation and Mitigation
Strategy program, or REMS, which may be similar to the one we use for Xyrem. Under the Xyrem REMS, Xyrem must be distributed through a
single central pharmacy. The central pharmacy must maintain physician and patient registries, and the product may not be stocked in retail
pharmacies. Each physician and patient must be educated about the risks and benefits of the product before the physician can prescribe, or a
patient can receive, Xyrem. Whenever a prescription is received by the central pharmacy, the central pharmacy must verify the prescription and
obtain additional information by contacting the patient�s insurance company. The central pharmacy must also speak with the patient before it can
ship any Xyrem to the patient. The central pharmacy must ship the product directly to the patient by a courier service, and the patient or his/her
designee must sign for the package. The initial shipment may only be for a one month supply, and physicians may only prescribe up to six
months of supply of Xyrem.

The Xyrem REMS is labor intensive, complex and expensive to operate. Since Xyrem is currently prescribed for a relatively small number of
patients, the Xyrem REMS does not prevent us from effectively supplying Xyrem to narcolepsy patients. However, significantly more patients
are diagnosed with fibromyalgia, and if the same or a similar REMS is required for JZP-6, scale-up of the REMS could make it difficult for us to
timely supply all of the patients who may be prescribed JZP-6 for the treatment of fibromyalgia. This potential supply issue and accessibility
barrier could make JZP-6 less attractive to physicians and patients than other products that are currently, or that in the future may be, approved
for the treatment of fibromyalgia, which could limit potential sales of JZP-6.

We depend upon UCB to market and promote Xyrem outside the U.S., and we are dependent upon our collaboration with UCB for the
development and potential commercialization of JZP-6 for the treatment of fibromyalgia in major markets outside of the U.S.

We have exclusively licensed to UCB the rights to market and promote Xyrem in 54 countries outside of the U.S. If UCB does not obtain
regulatory approvals for and launch Xyrem in its licensed countries in the time frames we expect, or at all, our revenues would be adversely
affected. In addition, under the terms of our collaboration with UCB, we granted UCB the exclusive right to commercialize JZP-6 for the
treatment of fibromyalgia in the same territories in which UCB has the right to market and promote Xyrem for patients with narcolepsy. There
are currently no approved fibromyalgia treatments in the European Union. We cannot be sure that the European Medicines Agency, or EMEA,
will approve any treatment, or JZP-6 in particular, for fibromyalgia. For example, in October 2008, April 2009 and July 2009 panels of
European regulators recommended against approving Cymbalta, Lyrica and Savella, respectively, as treatments for fibromyalgia.

UCB has the right to terminate our collaboration on 12-months� notice (or less in certain circumstances), and UCB may terminate its rights to
JZP-6 for the fibromyalgia indication on six-months� notice at any time prior to the receipt of marketing approval of JZP-6 for fibromyalgia in
the European Union. If UCB terminates our collaboration or terminates its rights to JZP-6 for the fibromyalgia indication, we would need to find
another party or parties to commercialize Xyrem and JZP-6 in UCB�s territories. We may be unable to do this on acceptable terms, or at all,
which could materially and adversely affect our business, financial condition, results of operations and growth prospects.

We depend on one central pharmacy distributor for Xyrem sales in the U.S. and the loss of that distributor or its failure to distribute Xyrem
effectively would adversely affect sales of Xyrem.

As a condition of approval of Xyrem, the FDA mandated that we maintain a risk management program for Xyrem under which all Xyrem that
we sell in the U.S. must be shipped directly to patients through a central pharmacy. The process under which patients receive Xyrem under our
Xyrem REMS is cumbersome. While we have an agreement with the central pharmacy for Xyrem, Express Scripts, if the central pharmacy does
not fulfill its contractual obligations to us, or refuses or fails to adequately serve patients, shipments of Xyrem, and our sales, would be adversely
affected. Changing central pharmacy distributors could take a significant amount of time. In addition, sodium oxybate, the active pharmaceutical
ingredient in Xyrem, is regulated by the U.S. Drug Enforcement Administration, or DEA, as a controlled substance. The new central pharmacy
would need to be registered with the DEA and would also need to develop the particular processes, procedures and activities necessary to
distribute Xyrem, including the REMS approved by the FDA. If we change central pharmacies, new contracts might also be required with
government and other insurers who pay for Xyrem. Transitioning to a new central pharmacy could result in product shortages, which would
adversely affect sales of Xyrem in the U.S.

4
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Our supplier of the active pharmaceutical ingredient and our product manufacturer for Xyrem must obtain DEA quotas in order to supply us
with Xyrem, JZP-6 and sodium oxybate, and these quotas may not be sufficient to satisfy our clinical and commercial needs.

The DEA limits the quantity of certain Schedule I controlled substances that may be produced in the U.S. in any given calendar year through a
quota system. Because the active pharmaceutical ingredient of Xyrem and JZP-6, sodium oxybate, is a Schedule I controlled substance, our
supplier of the active pharmaceutical ingredient and our product manufacturers must obtain DEA quotas in order to supply us with sodium
oxybate, Xyrem and JZP-6. Since the DEA typically grants quotas on an annual basis and requires a detailed submission and justification for
each request, obtaining a DEA quota is a difficult and time consuming process. If our commercial or clinical requirements for sodium oxybate,
Xyrem or JZP-6 exceed our supplier�s and contract manufacturer�s DEA quotas, our supplier and contract manufacturer would need quota
increases from the DEA, which could be difficult and time consuming to obtain and might not ultimately be obtained on a timely basis, or at all.
We believe, although we cannot assure you, that our quota for 2009 will be sufficient to meet our commercial, clinical and development needs.
The DEA has issued a preliminary quota for 2010 that is the same as that issued for 2009 but that is substantially less than the quota we believe
we will need both to provide commercial supplies of Xyrem and to prepare for the commercial launch of JZP-6. We are in discussion with the
DEA concerning the 2010 quota; however, if we are not successful in changing the quota before it becomes final we would have to petition for a
change to the quota which could delay the potential commercial launch of JZP-6. In the future and in cooperation with our procurement and
manufacturing partners, we will continue to seek increased quotas to satisfy our clinical and commercial needs. However, we may not be
successful in obtaining increased quotas from the DEA, and without sufficient DEA quotas, there could be shortages of Xyrem, JZP-6 or sodium
oxybate for the marketplace or for use in our clinical studies, or both.

We depend on single source suppliers and manufacturers for each of our products and product candidates. The loss of any of these suppliers
or manufacturers, or delays or problems in the supply or manufacture of our products for commercial sale or our product candidates for use
in our clinical trials, could materially and adversely affect our business, financial condition, results of operations and growth prospects.

We do not have, and do not intend to establish in the near term, our own manufacturing or packaging capability for our products or product
candidates, or their active pharmaceutical ingredients. Accordingly, we have entered into manufacturing and supply agreements with single
source suppliers and manufacturers for our commercialized products and product candidates. The recent deterioration in worldwide economic
conditions and the recent disruption to the credit and financial markets in the U.S. and worldwide may materially and adversely impact the
financial position of our single source suppliers and manufacturers. If our suppliers and contract manufacturers are unable to obtain the
necessary capital to operate their respective businesses or for other reasons, our suppliers and contract manufacturers may not be able to
manufacture our products or product candidates without interruption, or may not comply with their obligations to us under our supply and
manufacturing arrangements. We may not have adequate remedies for any breach and their failure to supply us could result in a shortage of our
products or product candidates.

The availability of our products for commercial sale is dependent upon our ability to procure the ingredients, packaging materials and finished
products we need. If one of our suppliers or product manufacturers fails or refuses to supply us for any reason, it would take a significant amount
of time and expense to qualify a new supplier or manufacturer. The loss of one of our suppliers or product manufacturers could require us to
obtain regulatory clearance in the form of a �prior approval supplement� and to incur validation and other costs associated with the transfer of the
active pharmaceutical ingredient or product manufacturing process. We believe that it could take as long as two years to qualify a new supplier
or manufacturer, and we may not be able to obtain active pharmaceutical ingredients, packaging materials or finished products from new
suppliers or manufacturers on acceptable terms and at reasonable prices, or at all. Should we lose either an active pharmaceutical ingredient
supplier or a product manufacturer, we could run out of salable product to meet market demands or investigational product for use in clinical
trials while we wait for FDA approval of a new active pharmaceutical ingredient supplier or product manufacturer.
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For Xyrem, JZP-6 or sodium oxybate, the new supplier or manufacturer would also need to be registered with the DEA and obtain a DEA quota.
In addition, the FDA must approve suppliers of the active and inactive pharmaceutical ingredients and certain packaging materials used in our
products, as well as suppliers of finished products. The qualification of new suppliers and manufacturers could potentially delay the manufacture
of our products and product candidates and result in shortages in the marketplace or for our clinical trials, or both, particularly since we do not
have secondary sources of supply of the active pharmaceutical ingredient or backup manufacturers for our products and product candidates. If
there are delays in qualifying the new manufacturer or the new manufacturer is unable to obtain a sufficient quota from the DEA, there could be
a shortage of Xyrem for the marketplace.

Due to FDA-mandated dating requirements, the limited market size for our approved products and DEA quotas relating to sodium oxybate,
Xyrem and JZP-6, we are subject to complex manufacturing logistics and minimum order quantities that could result in excess inventory as
determined under our accounting policy, unsalable inventory as a result of product expiring prior to use, and competition with others for
manufacturing services when needed or expected. We have adopted a production planning program to assess and manage manufacturing
logistics among the vendors supplying our requirements of active pharmaceutical ingredient, drug product and packaging; however, unexpected
market requirements or problems with vendors� facilities, among other things, could result in shortages of one or more of our products for the
marketplace or product candidates for use in our clinical studies, or both.

Lonza, Inc., or Lonza, is our sole supplier of sodium oxybate, the active pharmaceutical ingredient in Xyrem and, through Solvay, for
fluvoxamine maleate, the active pharmaceutical ingredient in Luvox CR. We expect Lonza will continue to be our sole supplier of sodium
oxybate and fluvoxamine maleate for the foreseeable future. We cannot assure you that Lonza can or will continue to supply, in the time we
need, sufficient quantities of active pharmaceutical ingredient to enable Elan and Patheon Pharmaceuticals to manufacture the quantities of
Luvox CR and Xyrem, respectively, that we need.

Elan has the right and obligation to manufacture the worldwide commercial requirements of Luvox CR. In June 2001, Solvay�s NDA for Luvox
CR was withdrawn due to manufacturing difficulties. We cannot assure you that Elan will be able to continue to supply in a timely manner or at
all our ongoing commercial needs of Luvox CR. Any failure of Elan to supply necessary quantities of Luvox CR could have a material adverse
effect on our business, financial condition, results of operations and growth prospects.

Failure by our third party manufacturers to comply with regulatory requirements could adversely affect their ability to supply products to us. All
facilities and manufacturing techniques used for the manufacture of pharmaceutical products must be operated in conformity with the FDA�s
current Good Manufacturing Practices, or cGMP, requirements. In complying with cGMP requirements, our suppliers must continually expend
time, money and effort in production, record-keeping and quality assurance and control to ensure that our products and product candidates meet
applicable specifications and other requirements for product safety, efficacy and quality. DEA regulations also govern facilities where controlled
substances such as sodium oxybate are manufactured. Manufacturing facilities are subject to periodic unannounced inspection by the FDA, the
DEA and other regulatory authorities, including state authorities. Failure to comply with applicable legal requirements subjects the suppliers to
possible legal or regulatory action, including shutdown, which may adversely affect their ability to supply us with the ingredients or finished
products we need.

Any delay in supplying, or failure to supply, products by any of our suppliers could result in our inability to meet the commercial demand for
our products or our needs for use in clinical trials, and could adversely affect our business, financial condition, results of operations and growth
prospects. For example, if Lonza is unable to timely provide fluvoxamine maleate in the quantities we need there could be an interruption in the
supply of Luvox CR to the market. In addition, under our agreement with UCB, we are responsible for the supply of Xyrem and, if approved,
JZP-6 to UCB. Our failure to meet our contractual obligations to supply UCB with adequate quantities of Xyrem and JZP-6 would result in lost
revenues to us and, if material, could result in termination of our agreements by UCB.
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The commercial success of our products depends upon attaining market acceptance by physicians, patients, third party payors and the
medical community.

Even if our product candidates are approved for sale by the appropriate regulatory authorities, physicians may not prescribe our products, in
which case we would not generate the revenues we anticipate. Market acceptance of any of our products by physicians, patients, third party
payors and the medical community depends on:

� the clinical indications for which a product is approved, including any potential additional restrictions placed upon the product in
connection with its approval;

� prevalence of the disease or condition for which the product is approved and the severity of side effects;

� acceptance by physicians and patients of each product as a safe and effective treatment;

� perceived advantages over alternative treatments;

� relative convenience and ease of administration;

� the cost of treatment in relation to alternative treatments, including generic products;

� the extent to which the product is approved for inclusion on formularies of hospitals and managed care organizations; and

� the availability of adequate reimbursement by third parties.
As an example, sales of Luvox CR have been significantly less than we had anticipated at the time of the acquisition of the rights to this product
and prior to its launch in the first quarter of 2008.

A failure to prove that our product candidates are safe and effective in clinical trials would require us to discontinue their development,
which could materially and adversely affect our business, financial condition, results of operations and growth prospects.

Significant additional research and development, financial resources and additional personnel will be required to obtain necessary regulatory
approvals for our product candidates and to develop them into commercially viable products. As a condition to regulatory approval, each product
candidate must undergo extensive clinical trials to demonstrate to a statistically significant degree that the product candidate is safe and
effective. The clinical trials for a product candidate can cost between $40 million and $100 million, and potentially even more. If a product
candidate fails at any stage of development, we will not have the anticipated revenues from that product candidate to fund our operations, and
we will not receive any return on our investment in that product candidate.

Clinical testing can take many years to complete, and failure can occur any time during the clinical trial process. In addition, the results from
early clinical trials may not be predictive of results obtained in later and larger clinical trials, and product candidates in later clinical trials may
fail to show the desired safety and efficacy despite having progressed successfully through initial clinical testing. A number of companies in the
pharmaceutical industry, including us, have suffered significant setbacks in clinical trials, even in advanced clinical trials after showing positive
results in earlier clinical trials. The completion of clinical trials for our product candidates may be delayed or halted for many reasons, including:
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� delays in patient enrollment, and variability in the number and types of patients available for clinical trials;

� regulators or institutional review boards may not authorize us to commence or continue a clinical trial;

� our inability, or the inability of our partners, to manufacture or obtain from third parties materials sufficient to complete our clinical
trials;

� delays or failure in reaching agreement on acceptable clinical trial contracts or clinical trial protocols with prospective sites;
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� risks associated with trial design, which may result in a failure of the trial to show statistically significant results even if the product
candidate is effective;

� difficulty in maintaining contact with patients after treatment commences, resulting in incomplete data;

� poor effectiveness of product candidates during clinical trials;

� safety issues, including adverse events associated with product candidates;

� the failure of patients to complete clinical trials due to adverse side effects, dissatisfaction with the product candidate, or other
reasons;

� governmental or regulatory delays or changes in regulatory requirements, policy and guidelines;

� varying interpretation of data by the FDA or foreign regulatory agencies; and

� insufficient funds to complete the trials.
In addition, our product candidates are subject to competition for clinical study sites and patients from other therapies under development that
may delay the enrollment in or initiation of our clinical trials. Many of these companies have far greater financial and human resources than we
do.

The FDA or foreign regulatory authorities may require us to conduct unanticipated additional clinical trials, which could result in additional
expense and delays in bringing our product candidates to market. Any failure or delay in completing clinical trials for our product candidates
would prevent or delay the commercialization of our product candidates, which could materially and adversely affect our business, financial
condition, results of operations and growth prospects.

We rely on third parties to conduct clinical trials for our product candidates, and if they do not properly and successfully perform their legal
and regulatory obligations, as well as their contractual obligations to us, we may not be able to obtain regulatory approvals for our product
candidates.

We design the clinical trials for our product candidates, but rely on contract research organizations and other third parties to assist us in
managing, monitoring and otherwise carrying out these trials, including with respect to site selection, contract negotiation and data management.
We do not control these third parties and, as a result, they may not treat our clinical studies as their highest priority, or in the manner in which
we would prefer, which could result in delays.

Although we rely on third parties to conduct our clinical trials, we are responsible for confirming that each of our clinical trials is conducted in
accordance with its general investigational plan and protocol. Moreover, the FDA and foreign regulatory agencies require us to comply with
regulations and standards, commonly referred to as good clinical practices, for conducting, recording and reporting the results of clinical trials to
ensure that the data and results are credible and accurate and that the trial participants are adequately protected. Our reliance on third parties does
not relieve us of these responsibilities and requirements. The FDA enforces good clinical practices through periodic inspections of trial sponsors,
principal investigators and trial sites. If we, our contract research organizations or our study sites fail to comply with applicable good clinical
practices, the clinical data generated in our clinical trials may be deemed unreliable and the FDA may require us to perform additional clinical
trials before approving our marketing applications. We cannot assure you that, upon inspection, the FDA will determine that any of our clinical
trials comply with good clinical practices. In addition, our clinical trials must be conducted with product produced under the FDA�s cGMP
regulations. Our failure, or the failure of our contract manufacturers, to comply with these regulations may require us to repeat clinical trials,
which would delay the regulatory approval process.
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requirements, or if they otherwise fail to comply with clinical trial protocols or meet expected deadlines, our clinical trials may not meet
regulatory requirements. If our clinical trials do not meet regulatory requirements or if these third parties need to be replaced, our clinical trials
may be extended, delayed, suspended or terminated. If any of these events occur, we may not be able to obtain regulatory approval of our
product candidates.

We could be materially adversely affected if we or our products are subject to negative publicity. For example, sodium oxybate, the active
pharmaceutical ingredient in Xyrem and JZP-6, is a derivative of gamma hydroxybutyrate, or GHB, which has been a drug of abuse and
may not be sold legally in the U.S. If physicians and patients perceive Xyrem and JZP-6 to be the same as or similar to GHB or if adverse
effects become associated with our products, sales of our products could be adversely affected.

From time to time, there is negative publicity about illicit GHB and its effects, including with respect to illegal use, overdoses, serious injury and
death and because sodium oxybate, the active pharmaceutical ingredient in Xyrem, is a derivative of GHB, Xyrem sometimes also receives
negative mention in publicity relating to GHB. Because sodium oxybate is a derivative of GHB, patients, physicians and regulators may view
Xyrem as the same as or similar to illicit GHB. In addition, there are regulators and some law enforcement agencies that oppose the prescription
and use of Xyrem generally because of the connection to GHB. Xyrem�s label includes information about adverse events from GHB, and we
anticipate that if JZP-6 is approved, its label will include similar information. We could also be adversely affected if any of our products or any
similar products distributed by other companies prove to be, or are asserted to be, harmful to consumers. Because of our dependence upon
patient and physician perceptions, any adverse publicity associated with illness or other adverse effects resulting from the use or misuse of our
products or any similar products distributed by other companies could materially and adversely affect our business, financial condition, results of
operations and growth prospects.

The investigation by the U.S. Attorney�s Office for the Eastern District of New York concerning the sales and marketing of Xyrem creates
additional compliance-related operating costs and could result in additional fines, penalties or other adverse consequences.

In April 2006, we and our subsidiary Orphan Medical received subpoenas from the U.S. Department of Justice, acting through the U.S. Attorney
for the Eastern District of New York, in connection with the sale and marketing of Xyrem. We and Orphan Medical have settled this matter with
the U.S., acting through the Department of Justice, the U.S. Attorney�s Office for the Eastern District of New York and other federal agencies,
including the Office of Inspector General, U.S. Department of Health and Human Services. Orphan Medical pled guilty to one felony count of
introducing a misbranded drug into interstate commerce. A total of approximately $20.0 million in civil and criminal payments is required to be
paid in connection with this matter, of which $1.0 million was paid in July 2007, $2.0 million was paid in January 2008, and $2.5 million was
paid in October 2009; the remaining amount will be due over the next three years.

While we were not prosecuted, as part of the settlement we entered into a corporate integrity agreement with the Office of Inspector General,
U.S. Department of Health and Human Services. That agreement requires us to maintain a comprehensive compliance program, and we will
have additional ongoing compliance-related operating costs related to this compliance program and the corporate integrity agreement. In the
event of an uncured material breach or deliberate violation, as the case may be, of the corporate integrity agreement or the other definitive
settlement agreements we entered into, we could be excluded from participation in Federal healthcare programs and/or subject to prosecution.

In addition, there is no assurance that we will not be subject to future investigations. Many pharmaceutical companies have announced
government investigations of their sales and marketing practices for many of their products. Even with compliance training and a company
culture of compliance, our current or future practices may nonetheless become the subject of an investigation. A number of laws, often referred
to as �whistleblower� statutes, provide for financial rewards to employees and others for bringing to the attention of the government sales and
marketing practices that the government views as illegal or fraudulent. The costs of investigating any claims, responding to subpoenas of
investigators, and any resulting fines, can be significant and could divert the attention of our management from operating our business.
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Xyrem cannot be advertised in the same manner as competing products, which could limit sales.

The FDA has required that Xyrem�s label include a box warning regarding the risk of abuse. A box warning is the strongest type of warning that
the FDA can require for a drug product and warns prescribers that the drug carries a significant risk of serious or even life-threatening adverse
effects. A box warning also means, among other things, that the product cannot be advertised through reminder ads, ads which mention the
pharmaceutical brand name but not the indication or medical condition it treats. Provigil and Nuvigil, the only other products approved by the
FDA specifically for the treatment of excessive daytime sleepiness in patients with narcolepsy, do not have a box warning and can be advertised
with reminder ads. In addition, Xyrem�s FDA approval under the FDA�s Subpart H regulations requires that all of the promotional materials for
Xyrem be provided to the FDA for review at least 30 days prior to the intended time of first use. Unlike Xyrem, Provigil and Nuvigil were not
approved under the FDA�s Subpart H regulations and are not subject to the pre-review requirements. Accordingly, promotional materials for
Provigil and Nuvigil are not subject to the same delays that we experience with respect to new promotional materials for Xyrem.

Since JZP-6 contains the same active pharmaceutical ingredient as Xyrem, we anticipate that the label for JZP-6, if approved by the FDA, will
also include a box warning. The FDA has approved products for the treatment of fibromyalgia. One of these products is not, and future
competing products may not be, subject to this restriction, and the box warning may negatively affect potential JZP-6 sales if competing
products can be advertised directly to consumers.

We face substantial competition from companies with greater resources than we have.

With respect to all of our existing and future products, we may compete with companies selling or working to develop products that may be
more effective, safer or less costly than our products. The markets for which we are developing products are competitive and include generic and
branded products, some of which are marketed by major pharmaceutical companies that have significantly greater financial resources and
expertise in research and development, preclinical testing, conducting clinical trials, obtaining regulatory approvals, manufacturing and
marketing and selling approved products than we do. While Xyrem is the only product approved by the FDA for the treatment of both excessive
daytime sleepiness and cataplexy in patients with narcolepsy, cataplexy is often treated with tricyclic antidepressants and selective serotonin
reuptake inhibitors, although none of these compounds has been approved by the FDA for the treatment of cataplexy. Other treatments for
excessive daytime sleepiness in patients with narcolepsy consist primarily of stimulants and wakefulness promoting agents, including Provigil
(modafinil) and Nuvigil (armodafinil), the only other FDA-approved products for the treatment of excessive daytime sleepiness in patients with
narcolepsy.

We are marketing Luvox CR in the U.S. for the treatment of obsessive compulsive disorder and social anxiety disorder. Selective serotonin
reuptake inhibitors are the standard treatment for anxiety disorders, including obsessive compulsive disorder and social anxiety disorder. Six
other branded products are currently approved by the FDA for the treatment of obsessive compulsive disorder, including five selective serotonin
reuptake inhibitors: Paxil, which is marketed by GlaxoSmithKline, Zoloft, which is marketed by Pfizer, Prozac, which is marketed by Eli Lilly,
Pexeva, which is a branded generic marketed by Noven Therapeutics and Luvox, which is not currently marketed. Anafranil, the sixth other
branded product approved by the FDA for the treatment of obsessive compulsive disorder, is a tricyclic antidepressant marketed by Mallinckrodt
in the U.S. Each of these products currently has generic equivalents. Generic products are generally sold at significantly lower prices than
non-generic branded products, tending to both take market share away from branded products and put downward pricing pressure on branded
products. Four other products are currently approved by the FDA for the treatment of social anxiety disorder, including three selective serotonin
reuptake inhibitors: Zoloft, Paxil and Paxil CR, an extended-release version of Paxil, and one serotonin-norepinephrine reuptake inhibitor,
Effexor XR. Each of these products has generic competitors.

We are developing JZP-6 for the treatment of fibromyalgia. In June 2007, the FDA approved Lyrica, an anticonvulsant marketed by Pfizer for
the treatment of partial seizures, post herpetic neuralgia and diabetic peripheral neuropathy, for the treatment of fibromyalgia. In June 2008, the
FDA approved Cymbalta, a selective serotonin and norepinephrine reuptake inhibitor marketed by Eli Lilly for the treatment of major depressive
disorder and generalized anxiety disorder, and diabetic peripheral neuropathic pain, for the treatment of fibromyalgia. In January 2009, the FDA
approved Savella, a selective serotonin and norepinephrine reuptake inhibitor marketed by Forest Laboratories for the treatment of fibromyalgia.
There are currently no other products approved by the FDA
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for the treatment of fibromyalgia. In clinical practice, a variety of drugs are often prescribed to address individual symptoms of fibromyalgia,
including antidepressants, pain medications, muscle relaxants, hypnotics and anticonvulsants.

Smaller or earlier stage companies may also prove to be significant competitors, particularly through collaborative arrangements with other
large, established companies. Our commercial opportunities may be reduced or eliminated if our competitors develop and commercialize generic
or branded products that are safer or more effective, have fewer side effects or are less expensive than our products. In addition, we have
undertaken several cost-cutting measures that may affect our ability to compete with other companies and due to our financial condition we may
be required to take additional cost-cutting measures in the future.

Our competitors may obtain FDA or other regulatory approvals for their product candidates more rapidly than we may. For example, other major
pharmaceutical companies have completed or we believe are close to completing Phase III clinical trials of product candidates for the treatment
of fibromyalgia, and these are large pharmaceutical companies with far greater resources than we have. Three of these product candidates have
received FDA approval and have already reached the market. These treatments, as well as other product candidates that may reach the market
before JZP-6, may be better accepted by physicians and patients. Thus, even if we are able to obtain and maintain FDA approval of JZP-6 for the
treatment of fibromyalgia, JZP-6 may not result in significant commercial revenues for us.

Our competitors may market their products more effectively than we do. If we are unable to demonstrate to physicians that, based on experience,
clinical data, side-effect profiles and other factors, our products are preferable to other therapies, we may not generate meaningful revenues from
the sales of our products.

If generic products that compete with any of our products are approved, sales of our products may be adversely affected.

Our products are or may become subject to competition from generic equivalents because there is no proprietary protection for some of our
products or because our protection has expired or is not sufficiently broad. The FDA had previously granted orphan drug exclusivity in the U.S.
for cataplexy in patients with narcolepsy, but this exclusivity expired in July 2009 and other companies could possibly introduce generic
equivalents of Xyrem for the cataplexy indication if they do not infringe our existing patents covering Xyrem. Although the FDA has granted
orphan drug exclusivity for Xyrem until November 2012 for excessive daytime sleepiness in patients with narcolepsy, prescriptions for Xyrem
for the excessive daytime sleepiness in patients with narcolepsy indication, or if approved by the FDA, JZP-6, could possibly be filled with
generic equivalents that are granted approval for the treatment of cataplexy in patients with narcolepsy, even if the patient is diagnosed with
excessive daytime sleepiness or fibromyalgia.

Patent protection is not available for the active pharmaceutical ingredient in most of our products and product candidates, including Xyrem,
Luvox CR and JZP-6. Although Xyrem is covered by patents expiring in 2019 and 2020 with claims covering the formula and process for
manufacturing our commercial formulation of Xyrem, JZP-6 is covered by a patent expiring in 2017 with claims covering the use of JZP-6 in
patients with fibromyalgia, and Luvox CR is covered by a patent covering the orally administered formulation of extended-release fluvoxamine,
it is possible that other companies could manufacture generic equivalents of Xyrem, JZP-6 and Luvox CR in ways that are not covered by the
claims of these patents.

Part of our business strategy includes the ongoing development of proprietary product improvements to Xyrem, including new and enhanced
dosage forms. However, we may not be successful in developing or obtaining FDA and other regulatory approvals of these improvements.
Although the active pharmaceutical ingredient in Xyrem and JZP-6 is a DEA scheduled compound for which a quota is required and the FDA
has required a REMS for its distribution, and therefore generic competition may be more difficult and expensive than it might be for other
products not requiring a similar REMS for distribution, our competitors will not be prevented from introducing a generic equivalent. We have
filed a patent application with claims covering the method for distributing sodium oxybate using a centralized distribution system, but we cannot
assure you that this patent will issue or, if issued, whether it will provide any significant protection of Xyrem from generic competition.
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Luvox CR is covered by a patent owned by Elan with claims covering the orally administered extended-release formulation of fluvoxamine. It is
possible that other companies could manufacture similar or therapeutically equivalent products in ways that are not covered by the claims of the
patent. In August 2009, we received a Paragraph IV Patent Certification notice from Actavis Elizabeth, LLC, or Actavis, advising that Actavis
has filed an abbreviated New Drug Application, or ANDA, with the FDA for a generic version of Luvox CR. In September 2009, we received an
additional Paragraph IV Patent Certification notice from Anchen Pharmaceuticals, Inc., or Anchen, advising that Anchen has filed an ANDA
with the FDA for a generic version of Luvox CR. We have not been informed as to the timing or status of the FDA�s review of either party�s
filing, or whether either filer has complied with FDA requirements for proving bioequivalence. Actavis� Paragraph IV Certification alleges that
Elan�s U.S. Patent No. 7,465,462, listed in the Orange Book, is invalid on the basis that the inventions claimed therein were obvious. Anchen�s
Paragraph IV Certification alleges that Elan�s U.S. Patent No. 7,465,462, listed in the Orange Book, will not be infringed by Anchen�s
manufacture, use or sale of the generic product for which the ANDA was submitted. The expiration date for the patent at issue is May 10, 2020.
We and Elan have filed lawsuits in response to the Paragraph IV certifications. We cannot assure you that these lawsuits will prevent
introduction of generics for any particular length of time, or at all.

After the introduction of a generic competitor, a significant percentage of the prescriptions written for a product generally may be filled with the
generic version at the pharmacy, resulting in a loss in sales of the branded product, including for indications for which the generic version has
not been approved for marketing by the FDA. Generic competition often results in decreases in the prices at which branded products can be sold.
In addition, legislation enacted in the U.S. allows for and, in a few instances in the absence of specific instructions from the prescribing
physician, mandates the dispensing of generic products rather than branded products where a generic equivalent is available. Generic
competition for our products earlier than expected, including as a result of FDA approval of ANDAs for generic versions of our products, could
have a material adverse effect on our business, financial condition, results of operations and growth prospects.

We may not be able to successfully acquire or in-license additional products or product candidates to grow our business.

In order to grow our business, we will need to acquire or in-license additional products and product candidates that we believe have significant
commercial potential. We do not believe we will be able to acquire or in-license additional products and product candidates until our financial
condition improves. Any growth through acquisitions or in-licensing will be dependent upon the continued availability of suitable acquisition or
in-license products and product candidates at favorable prices and upon advantageous terms and conditions. Even if such opportunities are
present, we may not be able to successfully identify products or product candidates suitable for potential acquisition or in-licensing, or we may
not have the financial resources necessary to pursue such opportunities. Other companies, many of which may have substantially greater
financial, marketing and sales resources, compete with us for the right to acquire and in-license such products or product candidates.

We currently have a relatively small sales organization compared with most other pharmaceutical companies with marketed products. If our
specialty sales force and sales organization is not appropriately sized to adequately promote our current and potential future products, the
commercial opportunity for our products may be diminished.

In November 2008, we reduced the size of our sales force as a result of the lower than expected demand for Luvox CR. Each of our remaining
sales representatives is now responsible for a larger territory than he or she was responsible for prior to the reduction in force. Our potential
future commercial products, including JZP-6, may require expansion of our sales force and sales support organization, and we will need to
commit significant additional funds, management and other resources to the growth of our sales organization before the commercial launch of
those product candidates. We may not be able to achieve the necessary growth in a cost-effective manner or realize a positive return on our
investment, and we may not have the financial resources to achieve the necessary growth in a timely manner or at all. We also have to compete
with other pharmaceutical and life sciences companies to recruit, hire, train and retain sales and marketing personnel which our recent reduction
in force of our sales force may make more difficult. Turnover in our sales force could negatively affect sales of our products. If we elect to rely
on third parties to sell our products in the U.S., we may receive less revenue or incur more expense than if we sold our products directly. In
addition, we may have little or no control over the sales efforts of those third parties. If we are unable to appropriately size our sales force or
collaborate with third parties to sell our products, our ability to generate revenues would be adversely affected.

12

Edgar Filing: JAZZ PHARMACEUTICALS INC - Form S-1

Table of Contents 19



Table of Contents

If we fail to retain key personnel, or to retain our executive management team, we may be unable to successfully develop or commercialize
our products.

Our success depends in part on our continued ability to retain and motivate highly qualified personnel and on our ability to develop and maintain
important relationships with leading academic institutions, clinicians and scientists. We are highly dependent upon our executive management
team. The loss of services of any one or more members of our executive management team or other key personnel could delay or prevent the
successful completion of some of our key activities. We do not carry �key person� insurance. Any member of our executive management team and
any other key employees may terminate his or her employment at any time without notice and without cause or good reason. In the last year, two
of our senior executives have left the company.

In June 2008, we reduced the number of non-sales employees in our company in connection with efforts to focus, in the near term, on our
commercial products and later-stage product candidates. In November 2008, we significantly reduced the number of sales representatives. In
December 2008, we further reduced the number of non-sales employees in our company. These reductions in force may negatively affect our
ability to retain or attract talented employees. Competition for qualified personnel in the life sciences industry has historically been intense. If we
need to hire additional personnel to expand our development, clinical and commercial activities, or to support those activities, we may not be
able to attract and retain quality personnel on acceptable terms.

If we need to accelerate our activities or expand our business, and cannot recruit qualified employees when we need them, our key activities
could be delayed. Our future financial performance and our ability to commercialize our products and to compete effectively will depend, in
part, on our ability to manage our personnel resources effectively, and our failure to do so could adversely affect our business, financial
condition, results of operations and growth prospects.

Our offices are located near known earthquake fault zones, and the occurrence of an earthquake or other catastrophic disaster could
damage our facilities, which could adversely affect our operations.

Our offices are located in the San Francisco Bay Area, near known earthquake fault zones and are therefore vulnerable to damage from
earthquake. In October 1989, a major earthquake in our area caused significant property damage and a number of fatalities. We are also
vulnerable to damage from other disasters such as power loss, fire, floods and similar events. If a significant disaster occurs, our ability to
continue our operations could be seriously impaired and we may not have adequate insurance to cover any resulting losses. Any significant
unrecoverable losses could seriously impair our operations and financial conditions.

Risks Related to Our Intellectual Property

It is difficult and costly to protect our proprietary rights, and we may not be able to ensure their protection.

Our commercial success will depend in part on obtaining and maintaining patent protection and trade secret protection of our product candidates,
their use and the methods used to manufacture them, as well as successfully defending these patents against third party challenges. Our ability to
protect our product candidates from unauthorized making, using, selling, offering to sell or importation by third parties is dependent upon the
extent to which we have rights under valid and enforceable patents, or have trade secrets that cover these activities.

The patent position of pharmaceutical companies can be highly uncertain and involve complex legal and factual questions for which important
legal principles remain unresolved. Changes in either the patent laws or in interpretations of patent laws in the U.S. and other countries may
diminish the value of our intellectual property. Even if we are able to obtain patents covering our products and product candidates, any patent
may be challenged, invalidated, held unenforceable or circumvented. In the case of Luvox CR, for example, Actavis� Paragraph IV Certification
alleges that Elan�s U.S. Patent No. 7,465,462,
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listed in the Orange Book, is invalid on the basis that the inventions claimed therein were obvious; Anchen�s Paragraph IV Certification alleges
that Elan�s U.S. Patent No. 7,465,462, listed in the Orange Book, will not be infringed by Anchen�s manufacture, use or sale of the generic
product for which the ANDA was submitted. The existence of a patent will not necessarily prevent other companies from developing similar or
therapeutically equivalent products or protect us from claims of third parties that our products infringe their issued patents, which may require
licensing and the payment of significant fees or royalties. Competitors may successfully challenge our patents, produce similar products that do
not infringe our patents, or manufacture products in countries where we have not applied for patent protection or that do not respect our patents.
Accordingly, we cannot predict the breadth of claims that may be allowed or enforced in our patents, our licensed patents or in third party
patents.

The degree of future protection to be afforded by our proprietary rights is uncertain because legal means afford only limited protection and may
not adequately protect our rights or permit us to gain or keep our competitive advantage. For example:

� others may be able to make products that are similar to our product candidates but that are not covered by the claims of our patents,
or for which we are not licensed under our license agreements;

� we or our licensors or partners might not have been the first to make the inventions covered by our issued patents or pending patent
applications or the pending patent applications or issued patents of our licensors or partners;

� we or our licensors or partners might not have been the first to file patent applications for these inventions;

� others may independently develop similar or alternative products without infringing our intellectual property rights;

� our pending patent applications may not result in issued patents;

� our issued patents and the issued patents of our licensors or partners may not provide us with any competitive advantages, or may be
held invalid or unenforceable as a result of legal challenges by third parties;

� we may not develop additional proprietary products that are patentable; or

�
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